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TAIN  PROPOSED  USES  OF  FEDERAL  HEALTH 
FUNDS 

Proposed  Rulemaking 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Notice  of  proposed  rulemak¬ 
ing. 

SUMMARY:  This  notice  sets  forth 
proposed  regulations  governing  the 
review  and  approval  or  disapproval  by 
health  systems  agencies  of  certain  pro¬ 
posed  uses  of  Federal  funds  in  accord¬ 
ance  with  section  1513(e)  of  the  Public 
Health  Service  Act  as  amended  by  the 
National  Health  Planning  and  Re¬ 
sources  Development  Act  of  1974. 
These  reviews  are  designed  to  ensure 
to  the  maximum  practicable  extent 
that  Federal  health  funds  are  expend¬ 
ed  in  accordance  with  State  and  local 
health  plans  developed  under  the  au¬ 
thority  of  Titles  XV  and  XVI  of  the 
Public  Health  Service  Act. 

DATE:  Comments  must  be  received  on 
or  before  June  8, 1978. 

ADDRESS:  Written  comments  and 
recommendations  should  be  submitted 
to:  Director,  Office  of  Policy  Coordina¬ 
tion,  Bureau  of  Health  Planning  and 
Resources  Development,  Center  Build¬ 
ing,  Room  6-22,  3700  East-West  High¬ 
way,  Hyattsville,  Md.  20782.  All  mate¬ 
rials  received  in  response  to  this 
Notice  will  be  available  for  public  in¬ 
spection  and  copying  at  the  above  lo¬ 
cation  on  weekdays  (Federal  holidays 
excepted)  between  the  hours  of  9  a.m. 
and  5  p.m. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Colin  C.  Rorrie,  Jr.,  Ph.  D.,  Acting 
Director,  Bureau  of  Health  Planning 
and  Resources  Development,  Center 
Building,  Room  6-22,  3700  East-West 
Highway,  Hyattsville,  Md.  20782, 
301-436-6850. 

SUPPLEMENTARY  INFORMATION: 
The  National  Health  Planning  and  Re¬ 
sources  Development  Act  of  1974  (Pub. 
L.  93-641,  January  4,  1975)  amended 
the  Public  Health  Service  Act  (hereaf¬ 
ter,  “the  Act”)  to  include  Title  XV, 
“National  Health  Planning  and  Devel¬ 
opment,”  and  Title  XVI,  “Health  Re¬ 
sources  Development.”  Among  other 
things.  Title  XV  authorizes  the  Secre¬ 
tary  to  enter  into  agreements  with  eli¬ 
gible  entities  for  their  designation  as 
health  systems  agencies  (HSA’s)  for 
health  service  areas  established  pursu¬ 
ant  to  section  1511  of  the  Act,  and  to 
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provide  grant  assistance  to  such 
HSA’s.  Among  the  specific  duties  re¬ 
quired  as  HSA’s  is  the  conduct  of  re¬ 
views  to  approve  or  disapprove  certain 
proposed  uses  of  Federal  funds  for  the 
development,  expansion  or  support  of 
health  resources  (hereafter  referred  to 
as  “review  and  approval”). 

The  inclusion  of  health  systems 
agency  review  and  approval  as  one  of 
these  required  functions  is  a  response 
to  criticisms  of  past  Federal  funding 
practices  which,  in  the  view  of  many 
local  officials,  gave  insufficient  weight 
to  local  needs  and  priorities.  These 
critics  urged  local  reviews  of  applica¬ 
tions  for  Federal  funds  to  ensure  ex¬ 
penditure  of  these  fluids  in  accordance 
with  local  plans  and  priorities  as  well 
as  national  program  goals,  HSA  review 
and  approval  evolved  as  a  response  to 
these  criticisms  and  from  earlier  ef¬ 
forts  to  secure  local  views  on  applica¬ 
tions  for  Federal  funds.  Under  the  pre¬ 
vious  comprehensive  health  planning 
(CHP)  program  (sections  314  (a)  and 
(b)  of  the  Public  Health  Service  Act), 
the  areawide  CHP  agencies  "reviewed 
and  commented”  on  some  grant  appli¬ 
cations  for  Public  Health  Service 
(PHS)  funds.  Although  local  review  of 
applications  was  considered  important, 
the  activity  was  criticized  on  the 
grounds  that  the  agencies  devoted  too 
much  time  and  resources  to  project 
review  in  lieu  of  planning  activities: 
that  the  agencies  lacked  specific  crite¬ 
ria  against  which  to  review  application 
for  Federal  funds;  that  the  PHS  agen¬ 
cies  did  not  always  allow  sufficient 
time  for  this  review  and  did  not  always 
consider  local  comments  before  deci¬ 
sions  to  fund;  and  that  many  impor¬ 
tant  programs  did  not  participate  in 
this  local  review.  Similar  criticisms 
have  been  leveled  against  other  review 
and  comment  systems,  such  as  that  es¬ 
tablished  under  OMB  Circular  A-95. 

To  address  these  shortcomings,  and 
to  ensure  to  the  maximum  practicable 
extent  that  Federal  health  funds  are 
expended  in  accordance  with  State  or 
local  health  plans  developed  under  the 
authority  of  Titles  XV  and  XVI,  sec¬ 
tion  1513(e)  of  the  Act  requires  health 
systems  agencies  to  review  and  ap¬ 
prove  or  disapprove  certain  proposed 
uses  of  Federal  funds.  Federal  funds 
under  the  covered  authorities  which 
are  used  to  support,  expand,  or  devel¬ 
op  local  health  resources  and  are  thus 
subject  to  review  and  approval  amount 
to  approximately  $3  billion  annually 
(excluding  NIH,  DOD,  VA,  and  PHS 
hospitals).  This  figure  represents  a 
small  but  significant  portion  of  total 
Federal  health  care  expenditures,  one 
over  which  the  health  planning  agen¬ 
cies  may  exercise  some  control.  The 
activity  therefore  provides  an  incen¬ 
tive  for  agencies  and  applicant  to  co¬ 
ordinate  and  help  ensure  the  Federal 
funds  are  used  to  provide  health  ser¬ 
vices  which  are  consistent  with  local 
and  Statewide  needs. 


The  Secretary  wishes  to  note  several 
aspects  of  the  statutory  foundation 
for  this  function.  Section  1513(e)  of 
the  Act  allows  the  HSA  a  period  of  not 
less  than  sixty  (60)  days  to  conduct 
the  review  required  under  that  section 
(proposed  §122.413)  and  also  estab¬ 
lishes  specific  procedures  through 
which  an  applicant  may  request  of  the 
Secretary  a  review  of  an  HSA  disap¬ 
proval  (proposed  §  122.415).  In  exercis¬ 
ing  his  authority  to  award  Federal 
funds  notwithstanding  an  HSA  disap¬ 
proval,  the  Secretary  intends  to  con¬ 
form  closely  to  the  guidance  provided 
in  the  Report  of  the  House  Commit¬ 
tee: 

"While  the  Committee  has  given  the  Sec¬ 
retary  authority  to  make  Federal  funds 
available  despite  a  decision  by  an  HSA  that 
the  proposed  uses  of  such  funds  would  be 
inappropriate,  it  does  not  anticipate  that 
the  Secretary  will  do  this  with  any  frequen¬ 
cy  and  that  such  a  use  of  funds  will  be  treat¬ 
ed  as  an  exception  and  carefully  Justified  by 
the  Secretary.”  (H.R.  Rep.  No.  93-1382, 
Sept.  26,  1974,  p.  64.) 

In  addition  to  reviews  of  completed 
applications,  the  Congress  intended 
the  HSAs  to  assist  in  the  early  devel¬ 
opment  of  applications.  The  Report  of 
the  House  Committtee  further  states: 

"It  should  be  emphasized  that  the  Com¬ 
mittee  does  not  anticipate  simply  that  the 
HSAs  will  review  applications  which  have 
already  been  written  but  more  generally 
that  they  will  work  with  people  who  are 
considering  applying  for  funds  to  assure 
that  these  applications  are  consistent  with 
the  community’s  need.”  (H.R.  Rep.  No.  93- 
1382,  Sept.  26,  1974,  p.  9.) 

Section  1532  of  the  Act  also  provides 
that  in  conducting  such  reviews,  each 
HSA  must  (except  to  the  extent  ap¬ 
proved  by  the  Secretary)  follow  proce¬ 
dures  and  apply  criteria  developed  and 
published  by  the  HSA  in  accordance 
with  regulations  of  the  Secretary. 

The  purposes  of  the  proposed  42 
CFR  part  122,  subpart  E,  are  to  set 
forth  minimum  procedures  and  crite¬ 
ria  for  HSA  reviews  under  section 
1513(e)  of  the  Act  of  certain  proposed 
uses  of  Federal  funds;  to  describe  the 
manner  in  which  these  procedures  and 
criteria  must  be  developed  and  pub¬ 
lished;  to  determine  the  Public  Health 
Service  programs,  and  types  of  appli¬ 
cations  within  covered  programs,  to 
which  this  review  must  apply;  and  to 
set  forth  the  procedure  the  Secretary 
will  follow  in  considering,  upon  re¬ 
quest  of  the  applicant,  whether  to 
fund  applications  notwithstanding  an 
HSA  disapproval. 

In  issuing  these  proposed  regula¬ 
tions,  the  Secretary  wishes  to  empha¬ 
size  certain  of  their  features.  One  fea¬ 
ture  which  is  the  subject  of  some  mis¬ 
understanding  is  the  consequence  of 
and  HSA  approval  or  disapproval. 
First,  HSA  approval  does  not  guaran¬ 
tee  funding  of  an  application,  al¬ 
though  no  award  of  Federal  funds  sub- 
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ject  to  review  and  approval  can  be 
made  unless  either:  (a)  the  HSA  has 
approved  the  proposed  use,  or  (b)  the 
HSA  has  failed  to  approve  or  disap¬ 
prove  a  proposal  after  having  been 
provided  at  least  60  days  in  which  to 
review  and  approve  or  disapprove  the 
proposed  use,  or  (c)  the  Secretary  has 
overridden  an  HSA  disapproval.  While 
the  HSA  review  will  focus  on  the  need 
for  the  activity  in  its  health  service 
area,  the  Federal  funding  agency  may 
decide  not  to  fund  an  application  ap¬ 
proved  by  an  HSA  for  reasons  related 
to  technical  merit,  availability  of 
funds,  agency  priorities,  and  so  forth. 
Second,  an  HSA  disapproval  of  an  ap¬ 
plication  does  not  prohibit  funding. 
The  Secretary  is,  however,  prohibited 
from  awarding  funds  for  a  project  dis¬ 
approved  by  an  HSA  until  he  has:  (1) 
reviewed  the  HSA  disapproval,  upon 
request  of  the  applicant,  (2)  allowed 
the  appropriate  State  health  planning 
and  development  agency  30  days  to 
comment  on  the  disapproval,  and  (3) 
decided  to  override  the  HSA  disap¬ 
proval.  Section  1513(e)  of  the  Act 
mandates  specific  procedures  for 
review  by  the  Secretary  of  an  HSA  dis¬ 
approval;  §  122.415  of  the  proposed 
regulations  elaborates  on  these  proce¬ 
dures  and  provides  additional  consid¬ 
erations  the  Secretary  may  use  in 
making  a  determination. 

The  Secretary  is  proposing  defini¬ 
tions  in  these  regulations,  and  publish¬ 
ing  a  list  of  programs,  to  identify  pro¬ 
posed  uses  of  Federal  fluids  subject  to 
HSA  review.  Section  1513(e)  of  the  Act 
stipulates  that  Federal  funds  appro¬ 
priated  under  four  Federal  statutes 
(the  PHS  Act,  the  Community  Mental 
Health  Centers  Act,  sections  409  and 
410  of  the  Drug  Abuse  Office  and 
Treatment  Act,  and  the  Comprehen¬ 
sive  Alcohol  Abuse  and  Alcoholism 
Prevention,  Treatment,  and  Rehabili¬ 
tation  Act  of  1970)  are  subject  to  HSA 
review,  if  the  funds  are  for  the  “devel¬ 
opment,  expansion,  or  support  of 
health  resources.”  The  statute  defines 
“health  resources”  as  including  health 
services,  health  care  facilities,  and 
health  professions  personnel  (section 
1531(4)).  In  addition,  §  122.402  of  the 
proposed  regulations  defines  the  “de¬ 
velopment,"  “expansion,”  and  “sup¬ 
port”  of  a  health  resource. 

As  a  practical  matter  most  activities 
reviewed  under  these  definitions  are 
likely  to  be  the  delivery  of  health  ser¬ 
vices  or  the  construction,  alteration, 
acquisition,  and  equipping  of  health 
care  facilities. 

Appended  to  these  proposed  regula¬ 
tions  is  a  list  of  Federal  grant  pro¬ 
grams,  based  on  the  OMB  Catalog 
classification,  which  may  assist  the 
HSA,  the  applicant,  and  the  funding 
agency  in  determining  which  pro¬ 
grams  are  subject  to  HSA  review.  This 
list  is  to  serve  only  as  a  general  guide 
and  is  not  definitive.  Absence  of  a  pro¬ 


gram  from  the  list  does  not  necessarily 
mean  that  a  particular  application 
under  the  program  is  not  subject  to 
HSA  reviews.  Likewise,  not  all  applica¬ 
tions  under  those  programs  on  the  list 
are  necessarily  subject  to  HSA  review. 

The  Secretary  is  pleased  to  note  that 
PHS  funding  agencies  implementing 
programs  other  than  those  authorized 
by  the  four  Acts  cited  above  have,  in 
accordance  with  Congressional  encour¬ 
agement  of  expansion  of  the  scope  of 
review  and  approval,  requested  that 
HSAs  review  and  comment  on,  or 
review  and  approve  or  disapprove,  ap¬ 
plications  under  certain  of  their  pro¬ 
grams.  These  programs  are  also  on  the 
list,  and  are  identified  as  included 
due  to  a  PHS  funding  agency  request 
for  review  and  comment  and/or  review 
and  approval  or  disapproval.  HSAs  are 
of  course  free  to  decline  to  review  ap¬ 
plications  under  these  programs,  but 
are  encouraged  to  perform  the  re¬ 
views. 

A  particularly  difficult  area  in  the 
implementation  of  section  1513(e)  con¬ 
cerns  HSA  reviews  of  proposals  for  re¬ 
search  and  training  activities. 

Research  is  not  covered  by  the  statu¬ 
tory  definition  of  “health  resources” 
(see  section  1513(4)  of  the  Act)  and  is 
therefore  not  per  se  subject  to  HSA 
review.  However,  some  statutes  whose 
basic  purpose  is  research  authorize  the 
support  of  projects  involving  the  deliv¬ 
ery  of  health  services,  which  is  within 
that  definition,  and  it  is  quite  clear 
that  Congress  intended  for  research 
applications  to  be  subject  to  review  if 
they  involve  the  delivery  of  health  ser¬ 
vices.  A  proposal  is  currently  under  de¬ 
velopment  in  the  Department  to  estab¬ 
lish  criteria  for  determining  when  a 
research  application  which  has  a  serv¬ 
ice  component  is  subject  to  review. 
The  Secretary  intends  to  issue  a  sup- 
plimintary  notice  of  proposed  rule- 
making  in  the  near  future  which  will 
set  forth  these  criteria.  Accordingly, 
the  proposed  regulations  set  out  below 
are  silent  on  this  matter  and 
§  122.403(c)  has  been  reserved  for 
these  criteria. 

The  Secretary  wishes  to  emphasize 
that  there  are  adequate  Federal  sys¬ 
tems  available  for  review  of  the  re¬ 
search  aspects  of  such  applications, 
and  HSAs  should  not  attempt  to  dupli¬ 
cate  Federal  review  of  the  research  as¬ 
pects  of  applications  subject  to  review 
and  approval.  Further,  to  avoid  the 
risk  of  inappropriate  disclosure  during 
the  HSA  review  (since  all  materials  in 
the  hands  of  the  HSA  which  are  perti¬ 
nent  to  reviews  must  be  made  availa¬ 
ble  by  the  HSA  to  the  public  upon  re¬ 
quest),  submission  to  the  HSA  of  a 
summary  of  the  purely  research  as¬ 
pects  of  research  applications  with 
health  care  facility  construction  or 
service  delivery  components  will  be 
sufficient. 

One  of  the  considerations  an  HSA 
must  address  in  adopting  criteria  for 


reviewing  applications  (§  122.412)  is 
“the  special  needs  and  circumstances 
of  biomedical  and  behavioral  research 
projects  which  are  designed  to  meet  a 
national  need  and  for  which  local  con¬ 
ditions  offer  special  advantages”  (see 
§  122.412(a)(ll)).  The  Secretary  wishes 
to  stress  that  research  applications 
which  are  subject  to  review  and  ap¬ 
proval  should  be  reviewed  by  the 
HSAs  with  special  attention  to  this 
consideration,  since  the  purpose  and 
impact  of  such  research  transcends 
local  HSA  boundaries. 

With  respect  to  training  activities,  it 
should  be  noted  that  health  profes¬ 
sions  personnel  (i.o„  individuals  whose 
main  occupation  is  the  delivery  of 
health  services)  are  clearly  “health  re¬ 
sources”  as  difined  in  section  1531(4); 
therefore  the  training  of  such  person¬ 
nel  is  “the  development,  expansion,  or 
support  of  health  resources.”  Howev¬ 
er,  the  statute  (section  1513(e)(1)(B)) 
specifically  exempts  from  HSA  review 
proposed  uses  of  funds  under  titles  VII 
and  VIII  of  the  PHS  Act  except  where 
they  are  “to  support  the  development 
of  health  resources  intended  for  use  in 
the  health  service  area  or  the  delivery 
of  health  services.”  The  rationale 
behind  this  limitation  is  that  titles  VII 
and  VIII  for  the  most  part  support  the 
development  of  a  national,  rather 
than  local,  pool  of  health  personnel 
and  it  would  not  be  appropriate  to 
subject  national  manpower  develop¬ 
ment  efforts  to  local  HSA  review. 

There  are,  however,  training  activi¬ 
ties  under  other  authorities  covered  by 
section  1513(e)  of  the  Act  which  also 
support  the  development  of  a  national 
pool  of  health  manpower.  Because  of 
the  difficulty  this  presents  for  similar 
treatment  of  similar  applications, 
these  proposed  regulations  do  not  in¬ 
clude  specific  criteria  to  determine 
which  training  applications  are  subject 
to  review  and  approval.  As  in  the  case 
of  research,  these  criteria  will  be  in¬ 
cluded  (as  §  122.403(c))  in  a  supple¬ 
mentary  Notice  of  Proposed  Rulemak¬ 
ing  (NPRM)  which  will  be  issued 
shortly.  It  is  expected  that  the  final 
set  of  criteria  will  not  be  published 
separately,  but  with  the  final  regula¬ 
tions  implementing  this  review  func¬ 
tion. 

The  Secretary  wishes  to  elaborate 
on  two  issues  regarding  the  statutory 
phrase  “each  proposed  use.”  First,  the 
reference  to  HSA  review  and  approval 
or  disapproval  of  each  proposed  use 
does  not  mean  that  every  application 
is  subject  to  HSA  review.  The  funding 
agency  will  determine  at  which  stage 
of  the  review  process  the  application 
will  be  submitted  to  the  HSA 
(§  122.408).  Some  agencies  may  choose 
to  do  an  initial  screening  and  then 
submit  for  HSA  review  only  those  ap¬ 
plications  which  are  technically  ade¬ 
quate  and  have  a  reasonable  chance  of 
being  funded.  Second,  applications  are 


FEDERAL  REGISTER,  VOL.  43  NO.  90— TUESDAY,  MAY  9,  1978 


19990 


PROPOSED  RULES 


arrayed  in  the  PHS  Grants  Adminis¬ 
tration  Manual  in  the  following  cate¬ 
gories:  new,  competing  extension,  non¬ 
competing  continuation,  supplemental 
and  noncompeting  extension  applica¬ 
tions.  The  HSA  is  entitled  to  review 
any  of  these  applications  which  come 
under  the  purview  of  section  1513(e). 
However,  the  proposed  regulations 
(§  122.408)  provide  procedures  for  the 
review  of  noncompeting  continuation 
applications  which  will  allow  HSA 
staff  to  focus  their  reviews  and  re¬ 
sources  on  those  noncompeting  con¬ 
tinuation  applications  which  merit  sig¬ 
nificant  attention.  The  proposed  regu¬ 
lations  thus  are  consistent  with  the 
PHS  Project  Period  System  in  provid¬ 
ing  that  HSAs  will  be  sent  noncompet¬ 
ing  continuation  applications  for  their 
review  and  approval  only  if  they  make 
such  a  request  of  the  Federal  funding 
agency  or  there  is  a  significant  (i.e„  20 
percent)  increase  in  the  funding  level 
previously  afforded  the  project. 

To  complete  the  description  of  the 
types  of  applications  subject  to  review, 
the  Secretary  notes  that  an  HSA  must 
also  review  and  approve  or  disapprove 
proposed  uses  in  its  health  service 
area  of  Federal  funds  made  available, 
either  by  the  State  or  directly  by  the 
Secretary,  from  an  allotment  to  the 
State  under  one  of  the  four  Acts  previ¬ 
ously  Cited  (§  122.403(a)(2)). 

The  Secretary  also  wishes  to  address 
the  procedures  HSAs  must  follow  in 
conducting  reviews  of  proposed  uses  of 
Federal  funds.  The  procedures  pre¬ 
scribed  in  these  proposed  rules  are 
similar  to  those  in  the  Certificate  of 
Need  regulations  published  on  Janu¬ 
ary  21,  1977.  One  necessary  difference 
is  due  to  the  fact  that  the  statute  re¬ 
quires  that  HSAs  be  allowed  not  less 
than  60  days  for  these  reviews,  but 
that  Certificate  of  Need  reviews  gener¬ 
ally  take  place  in  90  days.  Additional¬ 
ly,  language  in  these  proposed  regula¬ 
tions  regarding  procedures  is  limited, 
generally,  to  the  language  of  the  stat¬ 
ute.  This  will  allow  maximum  latitude 
to  the  HSAs  in  developing  systems  for 
reviews  of  Federal  funds  that  will  be 
compatible  with  those  for  other  re¬ 
quired  reviews,  such  as  Certificate  of 
Need,  and  for  optional  reviews  such  as 
A-95  reviews.  To  facilitate  further 
compatibility  with  A-95  reviews,  pro¬ 
posed  §  122.410(a)(1)  reiterates  the 
statutory  provision  for  consultation 
with  A-95  planning  bodies  (as  well  as 
other  local  planning  and  review  orga¬ 
nizations  and  units  of  general  local 
government).  The  proposed  rules 
delete  one  procedure  included  in  the 
latter  part  of  section  1532(b)(8)  of  the 
statute.  The  Secretary  has  determined 
that  a  public  hearing,  for  good  cause 
shown,  need  not  be  included  as  part  of 
the  procedures  adopted  by  the  HSA, 
because  section  1513(e)(2)  of  the  Act 
and  proposed  §  122.415  provide  the  op¬ 
portunity  for  applicants  to  request  the 


Secretary  to  fund  applications  which 
an  HSA  had  disapproved.  This  does 
not,  however,  preclude  an  HSA  from 
including  this  hearing  as  part  of  its 
procedures  if  it  deems  it  appropriate. 

Although  HSAs  must  be  allowed  60 
days  for  these  reviews,  the  Secretary  is 
aware  that  special  treatment  will  be 
necessary  in  the  case  of  monies  with 
less  than  60  days  available  for  their 
obligation.  Such  a  situation  might 
arise  when  supplemental  appropri¬ 
ations  are  enacted  late  in  a  fiscal  year. 
To  avoid  having  these  funds  lapse,  the 
proposed  regulations  (§  122.413(c)) 
stipulate  that  when  a  proposed  use  of 
Federal  funds  is  submitted  to  the  HSA 
less  than  60  days  prior  to  the  end  of 
the  period  of  availability  of  the  funds, 
the  Federal  funding  agency  may 
award  the  funds  with  the  condition 
than  no  Federal  funds  may  be  expend¬ 
ed  until  the  requirements  of  section 
1513(e)  of  the  Act  have  been  met. 

While  HSAs  may  request,  under  sec¬ 
tion  1532(b)  of  the  Act  and  proposed 
§  122.411,  an  extension  of  the  60-day 
review  cycle,  the  Secretary  hopes  that 
such  requests  will  be  kept  to  a  mini¬ 
mum,  because  of  the  impact  on  the 
review  schedules  of  Federal  funding 
agencies.  Since  HSA  Determination 
that  an  application  is  not  complete  is 
likely  to  be  the  chief  source  of  re¬ 
quests  to  extend  the  review  period,  the 
Secretary  encourages  the  use  of  preap¬ 
plication  conferences  to  ensure  that 
applications  will,  in  most  cases,  be 
complete  upon  submission  to  the  HSA. 
The  Secretary  also  notes  that  pro¬ 
posed  §122.410(a)(3)  requires  the  HSA 
to  inform  applicants  in  advance  of  the 
information  necessary  for  its  review. 

Although  these  regulations  general¬ 
ly  repeat  the  language  of  section 
1532(c)  of  the  Act  regarding  the  con¬ 
siderations  an  HSA  must  address  in  its 
criteria  for  reviews  of  proposed  uses  of 
Federal  funds,  the  Secretary  has 
added  two  considerations  not  included 
in  the  Act  and  has  elaborated  on  three 
other  considerations.  Proposed 
§122.412(a)(12)  has  been  added  to  re¬ 
quire  HSAs  to  consider  the  contribu¬ 
tion  of  a  proposed  use  of  Federal 
funds  in  meeting  the  needs  of  minor¬ 
ities,  women,  and  the  handicapped  of 
the  health  service  area.  The  Secretary 
has  also  added  proposed 
§122.412(a)(ll)  which  pertains  to  HSA 
review  of  national  research  projects, 
explained  above  in  the  discussion  of 
research.  Proposed  §122.412(a)(3)  ex¬ 
pands  the  statutory  provision  of  sec¬ 
tion  1532(c)(3)  to  require  HSAs  to  con¬ 
sider  not  only  whether  services  to  be 
added  or  expanded  by  the  project  are 
needed,  but  also  whether  the  project 
would,  through  relocation  of  a  health 
care  facility  or  reduction  or  termina¬ 
tion  of  existing  services,  result  in  the 
removal  of  services  from  a  population 
which  is  in  need  of  them. 

Finally,  proposed  §122.412(a)(10) 
elaborates  on  the  “special  needs  and 


circumstances  of  health  maintenance 
organizations  (HMOs)  for  which  as¬ 
sistance  may  be  provided  under  Title 
XIII  of  the  Act,”  consideration  of 
which  section  1532(c)(8)  of  the  Act  re¬ 
quires  to  be  included  in  the  agencies’ 
review  criteria.  To  ensure  that  HMOs 
receive  the  encouragement  and  special 
consideration  the  Congress  intended 
when  it  made  the  development  of 
group  practices  and  HMOs  a  national 
priority  in  section  1502  of  the  Act,  the 
Secretary  sets  forth  in  this  section  the 
specific  criteria  HSAs  must  employ  in 
reviewing  proposed  uses  of  Federal 
funds  by  HMOs.  A  full  explanation  of 
this  limited  set  of  criteria,  and  a  de¬ 
scription  of  the  process  to  be  followed 
by  agencies  which  wish  to  obtain  the 
Secretary’s  approval  of  additional 
review  criteria,  are  contained  in  the 
preamble  to  the  recently  published 
Notice  of  Proposed  Rulemaking 
amending  the  regulations  for  reviews 
of  new  institutional  health  services,  in¬ 
cluding  certificate  of  need  reviews  (42 
CFR  Part  122,  subpart  D  and  Part  123, 
Subpart  E).  It  should  be  noted  that 
the  proposed  amendments  for  reviews 
of  new  institutional  health  services  in¬ 
clude,  in  addition  to  the  same  limited 
set  of  criteria  for  reviews  of  HMOs 
proposed  here,  special  procedural  re¬ 
quirements  for  reviews  of  HMOs  and 
special  provisions  regarding  the  nature 
of  the  findings  resulting  from  reviews 
of  HMOs.  These  two  types  of  provi¬ 
sions  are  not  necessary  in  these  regu¬ 
lations,  since  the  ultimate  decision  re¬ 
garding  the  awarding  of  Federal  funds 
rests  with  the  Secretary.  Therefore, 
with  the  special  review  criteria  for 
HMOs,  the  provisions  of  these  regula¬ 
tions  are  adequate  to  ensure  that  re¬ 
views  of  proposed  uses  of  Federal 
funds  do  not  improperly  impair  the 
development  of  HMOs. 

The  Secretary  believes  an  explana¬ 
tion  of  the  treatment  of  confidential 
material  in  these  reviews  is  in  order. 
Applications  for  Federal  funds 
through  a  contract  mechanism  fre¬ 
quently  contain  privileged  information 
which  has  always  been  protected  by 
Federal  procurement  regulations  to 
ensure  its  confidentiality.  For  exam¬ 
ple,  much  of  the  information  con¬ 
tained  in  a  contract  proposal  is  of  a 
proprietary  nature  or  would  be  advan¬ 
tageous  to  competitors  if  made  public. 
However,  if  the  contract  proposal  is 
subject  to  review  and  approval  and  is 
submitted  to  the  HSA,  the  informa¬ 
tion  in  it  must  be  made  available  to 
the  public  upon  request.  Therefore,  to 
minimize  the  adverse  effect  on  con¬ 
tract  bidders,  only  summaries  of  those 
sections  of  contract  proposals  which 
contain  confidential  information  will 
have  to  be  submitted  to  the  HSA.  As 
previously  noted,  similar  problems  are 
posed  by  research  applications  (wheth¬ 
er  for  grant  or  contract  assistance) 
and  summaries  of  the  purely  research 
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aspects  of  research  projects  subject  to 
review  and  approval  will  be  sufficient 
for  HSA  review. 

More  detail  regarding  the  items  in 
contract  proposals  or  research  applica¬ 
tions  which  may  be  summarized  for 
purposes  of  HSA  review  will  be  con¬ 
tained  in  the  application  and  proposal 
instructions  developed  by  the  Federal 
funding  agencies.  These  Instructions 
will  provide  both  for  protecting  confi¬ 
dential  information  and  for  ensuring 
that  the  HSA  will  receive  sufficient  in¬ 
formation  regarding  a  contract  propos¬ 
al  or  grant  application  to  reach  an  in¬ 
formed  decision  concerning  it.  In  addi¬ 
tion.  the  Department  procurement 
regulations  will  reflect  the  fact  that 
information  submitted  to  HSAs  cannot 
be  kept  confidential. 

The  Secretary  wishes  to  call  atten¬ 
tion  to  the  fact  that  title  XV  of  the 
Act  (section  1524(c)(6))  also  provides 
for  review  and  approval  by  the 
Statewide  Health  Coordinating  Coun¬ 
cil  (SHCC)  of  State  plans  and  applica¬ 
tions  for  funds  under  allotments  from 
the  Public  Health  Service  Act,  the 
Community  Mental  Health  Centers 
Act,  and  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention, 
Treatment,  and  Rehabilitation  Act  of 
1970.  This  provision  was  included  in 
the  Act  to  ensure  that  Federal  finan¬ 
cial  assistance  to  State  agencies  con¬ 
cerned  with  particular  health  prob¬ 
lems  is  expended  in  accordance  with 
broader  State  health  goals  and  prior¬ 
ities. 

The  Secretary  may  make  allotment 
funds  available  notwithstanding  a 
SHCC  disapproval,  at  the  request  of 
the  Governor  or  an  agency  of  State 
government  other  than  the  applicant. 
Although  it  is  not  required  by  the 
statute,  the  Secretary  intends,  in  con¬ 
sidering  such  a  request,  to  solicit  the 
views  of  the  appropriate  State  health 
planning  and  development  agency. 

Regulations  for  SHCC  review  and 
approval  are  not  needed,  since  the 
statute  requires  neither  that  regula¬ 
tions  for  this  function  be  issued  nor 
that  SHCCs  adopt  review  procedures 
and  criteria  in  accordance  with  section 
1532.  Therefore  guidance  regarding 
this  function  will  be  issued  in  the  form 
of  guidelines.  The  Secretary  notes 
that,  since  the  requirement  for  SHCC 
review  and  approval  is  effective  with¬ 
out  regulations,  each  SHCC  is  re¬ 
quired  by  section  1524(c)(6)  to  perform 
this  function.  Although  SHCCs  are 
not  required  to  adopt  review  proce¬ 
dures  and  criteria,  the  Secretary  en¬ 
courages  them  to  do  so  to  conform  to 
the  general  statutory  emphasis  on 
public  accountability  and  participation 
in  the  conduct  of  reviews. 

It  is  therefore  proposed  to  amend 
title  42,  Code  of  Federal  Regulations, 
by  the  addition  of  a  new  subpart  E  to 
part  122  thereof,  as  set  forth  below. 

Note.— The  Department  of  Health.  Educa¬ 
tion.  and  Welfare  has  determined  that  this 


document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  inflation  impact 
statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated:  February  8,  1978. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  April  26,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 
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300  I-2(e)). 

Subpart  E — Health  System*  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Health 
Funds 

§  122.401  Purpose  and  applicability. 

(a)  Section  1513(e)  of  the  Public 
Health  Service  Act  provides  that  each 
health  systems  agency  shall  review 
and  approve  or  disapprove  certain  pro¬ 
posed  uses  of  Federal  funds  within  the 
health  service  area  for  which  the 
health  systems  agency  is  designated. 
In  addition,  section  1513(e)  provides 
that  with  respect  to  certain  proposed 
uses  of  Federal  funds  by  Indian  tribes 
or  inter-tribal  organizations,  the 
health  systems  agency  shall  only 
review  and  comment  on  such  proposed 
uses.  The  primary  purpose  of  these  re¬ 
views  is  to  assure  that  projects  funded 
by  the  programs  subject  to  review 
under  section  1513(e)  are  consistent 
with  and  will  help  to  implement  the 
plans  of  the  health  systems  agencies. 

(b)  The  regulations  of  this  subpart 
are  applicable  to  the  performance  by  a 
health  systems  agency  of  any  review 
pursuant  to  section  1513(e)  of  the  Act 
and  in  accordance  with  the  designa¬ 
tion  agreement. 

Note.— Under  42  CFR  122.106(c),  a  health 
systems  agency  may  not  perform  the  func¬ 


tion  of  review  and  approval  of  proposed  uses 
of  Federal  funds  within  its  health  service 
area  during  its  first  year  of  conditional  des¬ 
ignation,  and  may  not  in  any  event  perform 
such  function  until  such  agency  has  estab¬ 
lished  a  health  systems  plan  and  annual  im¬ 
plementation  plan  in  accordance  with  sec¬ 
tion  1513(b)  (2)  and  (3)  of  the  Act  and  the 
Secretary  has  in  writing  authorized  the 
agency  to  perform  such  function. 

§  122.402  Definitions. 

In  addition  to  the  terms  defined  in 
subpart  A  of  this  part,  as  used  in  this 
subpart: 

(a)  “Applicant”  means  a  person  ap¬ 
plying  to  a  Federal  funding  agency  for 
a  grant,  loan  or  loan  guarantee,  or 
submitting  to  a  Federal  funding 
agency  a  proposal  for  a  contract,  re- 
viewable  under  this  subpart;  or,  in  the 
case  of  funds  made  available  by  a 
State  from  an  allotment  to  the  State, 
a  person  applying  to  a  State  program 
agency  for  a  grant  or  contract  reviewa- 
ble  under  this  subpart. 

(b)  “Construction”  includes: 

(1)  The  construction  of  new  build¬ 
ings  and  the  acquisition,  expansion,  re¬ 
modeling,  replacement,  and  alteration 
of  existing  buildings;  and 

(2)  Equipping  new  buildings  and  ex¬ 
isting  buildings,  whether  or  not  ex¬ 
panded,  remodeled,  or  altered. 

(c)  “Development  •  •  •  of  health  re¬ 
sources”  means  activities  which  direct¬ 
ly  result  in  the  generation  of  new 
health  resources  or  the  improvement, 
including  consolidation,  of  existing 
health  resources.  It  includes,  but  is 
not  limited  to,  education  and  training 
of  health  professions  personnel,  the 
development  of  facilities  or  services, 
and  arrangements  to  provide  services. 

(d)  “Expansion  •  •  •  of  health  re¬ 
sources”  means  any  activity  which  will 
result  in  a  substantial  and  significant 
increase  in  the  quantity  of  health  re¬ 
sources. 

(e)  “Federal  funding  agency”  means 
the  organizational  component  of  the 
Department  of  Health,  Education,  and 
Welfare  which  has  the  authority  to 
make  a  grant,  contract,  loan,  or  loan 
guarantee  reviewable  under  this  sub¬ 
part. 

(f)  “Health  resources”  includes 
health  services,  health  professions 
personnel,  and  health  care  facilities. 
For  purposes  of  this  subpart: 

(1)  “Health  services”  means  clinical¬ 
ly  related  (i.e.,  diagnostic,  treatment, 
habilitative  or  rehabilitative)  services, 
and  includes  alcohol,  drug  abuse, 
mental  health,  preventive  and  envi¬ 
ronmental  health  services. 

(2)  “Health  professions  personnel” 
means  individuals  whose  main  occupa¬ 
tion  is  the  delivery  of  health  services, 
and 

(3)  “Health  care  facilities”  has  the 
meaning  given  it  in  §  122.301(b)  of  this 
part. 

(g)  “Person”  means  an  individual,  a 
trust  or  estate,  a  partnership,  a  corpo- 
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ration  (including  associations,  joint 
stock  companies,  and  insurance  com¬ 
panies),  a  State,  or  political  subdivi¬ 
sion  or  instrumentality  (including  a 
municipal  corporation)  of  a  State. 

(h)  “State  program  agency”  means 
the  agency  of  State  government  sub¬ 
mitting  a  State  plan  or  application  to 
the  Secretary  as  a  condition  to  the  re¬ 
ceipt  of  any  funds  under  allotments 
made  to  States  reviewable  under  this 
subpart. 

(i)  “Support  of  health  resources” 
means  the  furnishing  of  resources 
needed  to  provide  a  health  resource  in¬ 
cluding  money,  manpower,  equipment, 
facilities,  supplies  or  consultative  serv¬ 
ice. 

§  122.403  General. 

(a)  Except  as  provided  in  paragraph 

(b)  and  (c)  of  this  section,  each  health 
systems  agency  shall,  in  accordance 
with  applicable  provisions  of  this  sub- 
part,  review  and  approve  or  disapprove 
each  proposed  use  within  its  health 
service  area  of  Federal  funds— 

(1)  Appropriated  under  the  Public 
Health  Service  Act,  the  Community 
Mental  Health  Centers  Act,  sections 
409  and  410  of  the  Drug  Abuse  Office 
and  Treatment  Act,  or  the  Compre¬ 
hensive  Alcohol  Abuse  and  Alcoholism 
Prevention,  Treatment,  and  Rehabili¬ 
tation  Act  of  1970  for  grants,  con¬ 
tracts,  loans  or  loan  guarantees  for  the 
development,  expansion,  or  support  of 
health  resources;  or 

(2)  Made  available  by  the  State  in 
which  the  health  service  area  is  in 
whole  or  in  part  located  (from  an  al¬ 
lotment  to  the  State  under  an  Act  re¬ 
ferred  to  in  paragraph  (a)(1)  of  this 
section)  for  grants  or  contracts  for  the 
development,  expansion,  or  support  of 
health  resources. 

Note.— Grants,  loans  and  loan  guarantees 
made  directly  by  the  Secretary  to  applicants 
within  States  from  allotments  to  States  are 
subject  to  review  under  subparagraph  (a XI) 
above. 

(b)  A  health  systems  agency  shall 
review  and  comment  on,  but  shall  not 
approve  or  disapprove,  each  proposed 
use  within  its  health  service  area  of 
Federal  fluids  described  in  subpara¬ 
graph  (a)  of  this  section  by  an  Indian 
tribe  or  inter-tribal  Indian  organiza¬ 
tion  for  any  program  or  project  which 
will  be  located  within  or  will  specifical¬ 
ly  serve— 

(1)  A  Federally-recognized  Indian 
reservation, 

(2)  Any  land  area  in  Oklahoma 
which  is  held  in  trust  by  the  United 
States  for  Indians  or  which  is  a  re¬ 
stricted  Indian-owned  land  area,  or 

(3)  A  Native  village  in  Alaska  (as  de¬ 
fined  in  section  3(c)  of  the  Alaska 
Native  Claims  Settlement  Act). 

(c)  [Reserved] 

§  122.404  Section  1536  States. 

(a)  With  respect  to  any  proposed  use 
of  Federal  funds  in  the  Virgin  Islands, 


Guam,  the  Trust  Territory  of  the  Pa¬ 
cific  Islands,  American  Samoa,  the 
Northern  Marianas  Islands,  or  any 
other  State  determined  by  the  Secre¬ 
tary  to  meet  the  requirements  of  sec¬ 
tion  1536(a)  of  the  Act  and  with  re¬ 
spect  to  which  a  grant  is  made  by  the 
Secretary  pursuant  to  section  1516  of 
the  Act,  the  requirements  imposed 
upon  health  systems  agencies  by  this 
subpart  shall,  except  where  otherwise 
stated  herein,  apply  to  the  State 
health  planning  and  development 
agency  of  such  State  as  though  the 
State  were  a  health  service  area  and 
the  State  Agency  a  health  systems 
agency  for  such  area. 

(b)  A  State  Agency  in  a  State  cov¬ 
ered  by  paragraph  (a)  of  this  section 
may  not  perform  the  function  of 
review  and  approval  of  proposed  uses 
of  Federal  funds  within  its  State 
during  its  first  year  of  conditional  des¬ 
ignation,  and  may  not  in  any  event 
perform  such  function  until  (1)  the 
Statewide  Health  Coordinating  Coun¬ 
cil  has  established  a  State  health  plan 
for  the  State  in  accordance  with  sec¬ 
tion  1524(c)  of  the  Act  and  42  CFR 
123.110(a)  and  (2)  the  Secretary  has  in 
writing  authorized  the  State  Agency 
to  perform  such  function. 

§  122.405  Involvement  of  more  than  one 
health  systems  agency. 

Where  a  proposed  use  of  Federal 
funds  would  involve  the  development, 
expansion  or  support  of  health  re¬ 
sources  in  more  than  one  health  serv¬ 
ice  area,  references  in  this  subpart  to 
“the  health  systems  agency”  shall  be 
deemed  to  refer  to  the  health  systems 
agency  for  each  such  health  service 
area. 

§  122.406  Covered  programs;  publication 
of  lists. 

The  Secretary  will  publish  as  appen¬ 
dices  to  this  subpart,  and  will  revise 
from  time  to  time,  lists  of  Federal  pro¬ 
grams  which  are  covered  by  paragraph 
(a)  of  §  122.403.  Such  appendices  will 
be  for  informational  purposes  only, 
and  the  fact  that  a  program  is  not 
listed  shall  not  mean,  if  paragraph  (a) 
of  §  122.403  is  otherwise  applicable, 
that  such  program  is  not  covered. 

§  122.407  Covered  programs;  exceptions; 
determination  by  Secretary. 

(a)  In  certain  programs  which  are 
listed  pursuant  to  §  122.406  or  other¬ 
wise  generally  covered  by  paragraph 
(a)  of  §  122.403  of  this  subpart,  there 
may  be  individual  proposed  uses  of 
Federal  funds  which  are  not  for  the 
development,  expansion,  or  support  of 
health  resources.  Accordingly,  either 
an  applicant  or  a  health  systems 
agency  may,  in  accordance  with  proce¬ 
dures  prescribed  by  the  Secretary,  re¬ 
quest  of  the  Federal  funding  agency  a 
determination  as  to  whether  any  par¬ 
ticular  proposed  use  of  Federal  funds 


is  subject  to  review  and  approval  or 
disapproval  by  a  health  systems 
agency.  The  Federal  funding  agency 
will  promptly  notify  both  the  appli¬ 
cant  and  the  health  systems  agency  of 
its  determination.  Where  the  Federal 
funding  agency  concludes  on  its  own 
initiative  that  a  particular  proposed 
use  of  Federal  funds  in  a  program  gen¬ 
erally  covered  by  §  122.403(a)  is  not 
subject  to  review  and  approval  or  dis¬ 
approval  by  a  health  systems  agency, 
it  will  promptly  notify  the  applicant 
and  the  health  systems  agency  of  that 
determination. 

(b)  In  the  case  of  any  application  for 
a  grant,  or  proposal  for  a  contract,  for 
training  or  research  which  an  appli¬ 
cant  or  health  systems  agency  believes 
may  be  within  the  coverage  of 
§  122.403(c),  either  the  applicant  or 
the  health  systems  agency  may,  in  ac¬ 
cordance  with  procedures  prescribed 
by  the  Secretary,  request  of  the  Feder¬ 
al  funding  agency  a  determination  as 
to  whether  the  proposed  use  is  subject 
to  review  and  approval  or  disapproval 
by  a  health  systems  agency.  The  Fed¬ 
eral  funding  agency  will  promptly 
notify  both  the  applicant  and  the 
health  systems  agency  of  its  determi¬ 
nation.  Where  the  Federal  funding 
agency  concludes  on  its  own  initiative 
that  a  particular  proposed  use  of  Fed¬ 
eral  fluids  appropriated  for  grants  or 
contracts  for  training  or  research  is 
subject  to  such  review  and  approval  or 
disapproval,  it  will  promptly  notify 
the  applicant  and  health  systems 
agency  of  that  determination. 

§  122.408  Procedures  for  submission  of  ap¬ 
plications. 

(a)  General  Except  as  otherwise 
specified  in  this  section,  applications 
for  Federal  funds  shall  be  submitted 
at  such  times  and  in  such  form  and 
manner  as  may  be  prescribed  by  the 
appropriate  Federal  funding  agency 
or,  in  the  case  of  funds  made  available 
by  a  State  under  an  allotment  pro¬ 
gram  covered  by  §  122.403(a)(2),  by  the 
State  program  agency. 

(b)  HSA  review  of  direct  Federal 
grants,  contracts,  loans,  and  loan 
guarantees.  (1)  An  application  for  a 
grant,  loan,  or  loan  guarantee  or  a  pro¬ 
posal  for  a  contract  which  is  subject  to 
review  by  a  health  systems  agency 
under  §  122.403(a)(1)  shall,  at  the 
option  of  the  Federal  funding  agency, 
be  submitted  either: 

(i)  Simultaneously  to  the  health  sys¬ 
tems  agency  and  the  Federal  funding 
agency,  or 

(ii)  First  to  the  health  systems 
agency  and  then,  following  approval 
or  disapproval  by  the  health  systems 
agency  or  the  expiration  of  the  period 
for  health  systems  agency  review, 
whichever  comes  first,  to  the  Federal 
funding  agency;  or 

(iii)  Directly  to  the  Federal  funding 
agency,  which  will,  before  approving 
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such  application  or  proposal  and  at 
such  time  as  it  deems  appropriate, 
submit  the  application  or  proposal,  or 
a  summary  thereof,  to  the  health  sys¬ 
tems  agency:  Provided,  that: 

(2)  An  application  for  a  noncompet¬ 
ing  continuation  grant  shall  be  sub¬ 
mitted  to  a  health  systems  agency  for 
review  and  approval  or  disapproval  in 
accordance  with  subparagraph  (1) 
only  upon  the  request  of  the  health 
systems  agency  or  when  the  applicant 
proposes  an  increase  in  the  funding 
level  of  20  percent  or  more  from  that 
of  the  previous  budget  period. 

(i)  A  request  by  a  health  systems 
agency  for  submission  to  it  of  an  appli¬ 
cation  for  a  noncompeting  continu¬ 
ation  grant  will  be  effective  only  if  it 
is  received  by  the  Federal  funding 
agency  at  least  six  months  before  the 
scheduled  date  of  the  continuation 
grant  award. 

(ii)  A  copy  of  each  application  for  a 
noncompeting  continuation  grant  not 
subject  to  review  under  this  subpara¬ 
graph  shall  be  provided  by  the  appli¬ 
cant  to  the  .health  systems  agency  at 
the  time  the  application  is  submited  to 
the  Federal  funding  agency  or  to  the 
clearinghouse  established  pursuant  to 
Office  of  Management  and  Budget 
Circular  A-95,  whichever  is  earlier. 

(c)  Proposed  uses  of  allotment  funds. 
A  proposal  for  the  use  of  funds  to  be 
made  available  by  the  State  from  an 
allotment  to  a  State  which  is  subject 
to  review  by  a  health  systems  agency 
under  §  122.403(a)(2)  shall  be  submit¬ 
ted  to  the  health  systems  agency  by 
the  State  program  agency  or,  at  the 
option  of  the  State  program  agency 
and  in  accordance  with  procedures  es¬ 
tablished  by  such  agency,  by  the  appli¬ 
cant. 

§  122.409  Adoption  and  public  notice  of 
health  systems  agency  review  proce¬ 
dures  and  criteria. 

(a)  Prior  to  performance  of  any 
review  pursuant  to  section  1513(e)  of 
the  Act,  and  in  accordance  with  its 
designation  agreement,  each  health 
systems  agency  shall,  except  as  pro¬ 
vided  in  §  122.411  of  this  subpart, 
adopt  review  procedures  and  criteria 
which  meet  the  requirements  of 
§  122.410  and  §  122.412,  respectively,  of 
this  subpart. 

(b)  Before  adopting  the  review  pro¬ 
cedures  and  criteria  required  by  this 
subpart  or  any  revisions  of  such  proce¬ 
dures  and  criteria,  the  health  systems 
agency  shall  give  interested  persons  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revisions  thereof,  which  it  proposes  to 
adopt  as  follows: 

(1)  The  health  systems  agency  shall 
distribute  copies  of  it  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  the  agencies,  in¬ 
stitutions  and  associations  with  which 
the  agency  must  coordinate  its  activi¬ 


ties  pursuant  to  section  1513(d)  of  the 
Act  and  its  designation  agreement,  to 
units  of  general  local  government 
within  its  health  service  area,  to  the 
State  Agency  and  Statewide  Health 
Coordination  Council  of  each  State  in 
which  all  or  any  part  of  the  agency’s 
health  service  area  is  located,  and  to 
health  systems  agencies  designated  for 
contiguous  health  service  areas. 

(2)  The  health  systems  agency  shall 
publish,  in  one  or  more  newspapers  of 
general  circulation  in  its  health  service 
area,  a  notice  stating  that  review  pro¬ 
cedures  and  criteria,  or  revisions 
thereof,  have  been  proposed  for  adop¬ 
tion  and  are  available  at  specified  ad¬ 
dresses  for  inspection  and  copying.  A 
health  systems  agency  may  request 
from  the  Secretary  an  exception  to 
this  requirement.  Such  request  shall 
be  in  writing,  shall  contain  a  detailed 
explanation  of  the  reasons  for  the  re¬ 
quest  and  of  the  substitute  publication 
procedures  that  the  agency  intends  to 
follow  if  the  exception  is  approved. 
The  Secretary  may  grant  such  an  ex¬ 
ception  if  he  determines  that  the  pro¬ 
posed  substitute  procedures  are  less 
costly  or  more  effective  and  do  not  ad¬ 
versely  and  substantially  affect  the 
rights  of  persons  affected  by  the  sub¬ 
ject  reviews. 

(3)  The  health  systems  agency  shall 
allow  30  days  from  the  date  of  publica¬ 
tion  of  the  notice  for  persons  to 
submit  written  comments  on  the  pro¬ 
posed  review  procedures  and  criteria, 
or  any  revision  thereof,  prior  to  their 
adoption. 

(c)  Each  health  systems  agency  shall 
distribute  copies  of  its  adopted  review 
procedures  and  criteria,  and  any  revi¬ 
sions  thereof,  to  the  agencies  and  or¬ 
ganizations  specified  in  paragraph 
(b)(1)  of  this  section  and  to  the  Secre¬ 
tary,  and  shall  provide  such  copies  to 
other  persons  upon  request. 

§  122.410  Procedures  for  health  systems 
agency  review. 

(a)  The  procedures  adopted  and  uti¬ 
lized  by  a  health  systems  agency  for 
conducting  reviews  pursuant  to  section 
1513(e)  of  the  Act  and  this  subpart 
shall  include  at  least  the  following: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review. 
The  notification  shall  be  sent  within 
seven  (7)  days  of  the  receipt  by  the 
health  systems  agency  of  the  applica¬ 
tion,  and  shall  include  notification  of 
the  proposed  schedule  for  the  review, 
of  the  period  within  which  a  public 
hearing  during  the  course  of  the 
review  may  be  requested  by  persons  di¬ 
rectly  affected  by  the  review  as  de¬ 
fined  in  this  subparagraph  (which 
must  be  a  reasonable  period  from  the 
transmittal  of  the  written  notification 
required  by  this  subparagraph)  and  of 
the  manner  in  which  notification  will 
be  provided  of  the  time  and  place  of 
any  hearing  so  requested.  For  pur¬ 


poses  of  this  subparagraph,  “affected 
persons’’  include,  at  a  minimum,  the 
person  (hereinafter  referred  to  as  the 
“applicant”)  whose  application  for  a 
proposed  use  of  Federal  funds  (herein¬ 
after  referred  to  as  the  “project”)  is 
being  reviewed,  all  other  health  sys¬ 
tems  agencies  serving  health  service 
areas  in  which  the  project  will  be  con¬ 
ducted,  the  State  Agency  (and  if  allot¬ 
ment  funds  are  involved  the  State  pro¬ 
gram  agency)  for  each  State  in  which 
all  or  part  of  any  such  health  systems 
agency’s  health  service  area  is  located, 
major  health  and  health-related  insti¬ 
tutions  and  agencies  located  enitrely 
or  in  part  in  the  health  systems  agen¬ 
cy’s  health  service  area,  entities  with 
which  the  health  systems  agency  must 
coordinate  its  activities  pursuant  to 
section  1513(d)  of  the  Act,  and  those 
members  of  the  public  who  are  to  be 
served  by  the  proposed  project.  Writ¬ 
ten  notification  to  members  of  the 
public  may  be  provided  through  news¬ 
papers  of  general  circulation  in  the 
area  and  public  information  channels; 
notification  to  all  other  affected  per¬ 
sons  shall  be  by  mail  (which  may  be  as 
part  of  a  newsletter).  The  health  sys¬ 
tems  agency  must  simultaneously  pro¬ 
vides  such  written  notification  to  the 
Federal  funding  agency. 

(2)  Schedules  for  reviews  which  pro¬ 
vide  that  not  longer  than  60  days  will 
elapse  from  the  date  of  notification 
made  in  accordance  with  paragraph 
(a)(1)  of  this  section  to  the  date  of  the 
written  findings  made  in  accordance 
with  paragraph  (a)(5)  of  this  section, 
unless  the  Secretary  has  specified  a 
longer  period  with  respect  to  a  partic¬ 
ular  program. 

(3)  Provision  for  applicants  to 
submit  to  the  health  systems  agency 
(at  the  health  systems  agency’s  re¬ 
quest  and  in  such  form  and  manner  as 
the  agency  shall  prescribe  and  pub¬ 
lish)  such  information  as  the  agency 
may  require  concerning  tt  project. 

(4)  Submission  of  peric  .c  reports  by 
providers  of  health  serv  :es  and  other 
persons  subject  to  health  systems 
agency  review  under  this  subpart  re¬ 
specting  the  development  of  proposals 
subject  to  review. 

(5)  Provision  for  written  findings 
which  state  the  basis  for  any  final  de¬ 
cision  or  recommendation  made  by  the 
health  systems  agency.  Such  findings 
shall  be  sent  to  the  applicant,  to  the 
State  Agency  and  State  program 
agency  for  each  State  in  which  the 
project  will  be  conducted,  and  to  the 
Federal  funding  agency,  and  shall  be 
available  to  others  upon  request. 

(6)  Notification,  upon  request,  to  ap¬ 
plicants  and  other  persons  subject  to 
health  systems  agency  review  under 
this  subpart  of  the  status  of  the 
agency  review  of  projects,  of  findings 
made  in  the  course  of  such  review,  and 
other  appropriate  information  respect¬ 
ing  such  review. 
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(7)  Provision  for  public  hearing  in 
the  course  of  agency  review  if  request¬ 
ed  by  one  or  more  persons  directly  af¬ 
fected  by  the  review.  The  agency  may 
not  impose  fees  for  such  a  hearing. 
For  purposes  of  this  subparagraph, 
“persons  directly  affected”  by  the 
review  include,  at  a  minimum,  the  ap¬ 
plicant,  entities  with  which  the  health 
systems  agency  must  coordinate  its  ac¬ 
tivities  pursuant  to  section  1513(d)  of 
the  Act,  entities  located  in  the  health 
systems  agency’s  health  service  area 
which  provide  services  or  conduct  ac¬ 
tivities  similar  to  the  proposed  services 
or  activities  under  review  or  which, 
prior  to  the  receipt  by  the  health  sys¬ 
tems  agency  of  the  application  for 
review,  have  formally  indicated  an  in¬ 
tention  to  provide  similar  services  or 
conduct  similar  activities  in  the 
future,  and  members  of  the  public 
who  are  to  be  served  by  the  proposed 
project.  Where  such  a  hearing  is  re¬ 
quested,  the  agency  shall,  prior  to 
such  hearing,  provide  notice  of  such 
hearing,  in  accordance  with  its  proce¬ 
dure  adopted  pursuant  to  paragraph 
(aXl)  of  this  section.  The  procedure 
for  a  hearing  must  provide  an  oppor¬ 
tunity  for  any  person  to  present  testi¬ 
mony. 

(8)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the 
health  systems  agency  of  the  reviews 
being  conducted  (including  a  state¬ 
ment  concerning  the  status  of  each 
such  review)  and  of  the  reviews  com¬ 
pleted  by  the  agency  since  the  publica¬ 
tion  of  the  last  report  and  a  general 
statement  of  the  findings  and  deci¬ 
sions  made  in  the  course  of  such  re¬ 
views. 

(9)  Access  by  the  general  public  to 
all  applications  or  summaries  thereof 
reviewed  by  the  health  systems  agency 
and  to  all  other  written  materials  per¬ 
tinent  to  any  agency  review. 

(10)  In  the  case  of  construction  pro¬ 
jects,  submission  to  the  health  sys¬ 
tems  agency  by  the  persons  proposing 
such  projects  of  letters  of  intent  in 
such  detail  and  in  such  form  as  may 
be  necessary  to  inform  the  agency  of 
the  scope  and  nature  of  the  projects  at 
the  earliest  possible  opportunity  in 
the  course  of  planning  of  such  con¬ 
struction  projects. 

(11)  Provision  during  its  review  for 
coordination  and  consultation  with 
other  health  systems  agencies  review¬ 
ing  the  same  project. 

(12)  Provision  for  agency  coordina¬ 
tion,  to  the  maximum  extent  possible, 
of  its  reviews  of  projects  under  this 
subpart  and  its  reviews  of  proposed 
new  institutional  health  services  pur¬ 
suant  to  Subpart  D  of  this  Part. 

(b)  Procedures  adopted  for  reviews 
in  accordance  with  paragraph  (a)  of 
this  section  may  vary  according  to  the 
purpose  for  which  a  particular  review 
is  being  conducted  or  the  type  of 
health  service  being  reviewed. 


§  122.411  Exceptions  to  use  of  health  sys¬ 
tems  agency  procedures. 

After  following  the  procedure  set 
forth  in  §  122.409(b)  of  this  subpart  an 
agency  may,  with  respect  to  any  type 
of  group  of  reviews,  request  from  the 
Secretary  an  exception  to  the  require¬ 
ment  of  §  122.409(a)  that  it  utilize 
review  procedures  which  meet  the  re¬ 
quirements  of  $  122.410.  Such  request 
shall  be  in  writing,  must  contain  a  de¬ 
tailed  explanation  of  the  reasons  for 
the  request  and  of  the  substitute 
review  parocedures  that  the  agency  in¬ 
tends  to  follow  if  the  exception  is  ap¬ 
proved,  and  must  be  accompanied  by 
copies  of  all  written  comments  submit¬ 
ted  under  9122.409(b)  to  the  agency 
with  respect  to  the  request  for  an  ex¬ 
ception.  The  Secretary  may  grant  such 
an  exception  if  he  determines  that  the 
proposed  substitute  procedures  are 
less  costly  or  more  effective,  are  con¬ 
sistent  with  the  purposes  of  the  Act, 
and  do  not  adversely  and  substantially 
affect  the  rights  of  persons  affected 
by  the  subject  reviews.  The  health  sys¬ 
tems  agency  shall  distribute  copies  of 
substitute  procedures  approved  by  the 
Secretary  in  accordance  with  the  re- 
quirtements  of  §  122.409(c)  of  this  sub¬ 
part. 

§  122.412  Criteria  for  health  systems 
agency  review. 

(а)  The  health  systems  agency  shall 
adopt  and  utilize  as  appropriate  specif¬ 
ic  criteria  for  conducting  the  reviews 
covered  by  this  subpart,  which  criteria 
shall  include  at  least  the  following 
general  considerations: 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applica¬ 
ble  health  systems  plan  and  annual 
implementation  plan  adopted  pursu¬ 
ant  to  section  1513(b)  (2)  and  (3),  re¬ 
spectively,  of  the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing 
or  proposing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  the  services  to  be  offered,  ex¬ 
panded,  reduced,  relocated,  or  elimi¬ 
nated. 

(4)  The  availability  of  alternative, 
less  costly,  or  more  effective  methods 
of  providing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  the  services  to  be  offered,  ex¬ 
panded,  reduced,  relocated,  or  elimi¬ 
nated. 

(4)  The  availability  of  alternative, 
less  costly,  or  more  effective  methods 
of  providing  such  services. 

(5)  The  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  proposal. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  exist¬ 
ing  health  care  system  of  the  area  in 
which  such  services  are  proposed  to  be 
provided. 


(7)  The  availability  of  resources  (in¬ 
cluding  health  manpower,  manage¬ 
ment  personnel,  and  funds  for  capital 
and  operating  needs)  for  the  provision 
of  the  services  proposed  to  be  provided 
and  the  availability  of  alternative  uses 
of  such  resources  for  the  provision  of 
other  health  services. 

(8)  The  relationship,  including  the 
organizational  relationship,  of  the 
health  services  proposed  to  be  pro¬ 
vided  to  ancillary  or  support  services 
in  the  health  service  areas  in  which 
the  proposed  health  services  will  be 
provided. 

(9)  The  special  needs  and  circum¬ 
stances  of  those  entities  which  provide 
a  substantial  portion  of  their  services 
or  resources,  or  both,  to  individuals 
not  residing  in  the  health  service  areas 
in  which  the  entities  are  located  or  in 
adjacent  health  service  areas.  Such  en¬ 
tities  may  include  medical  and  other 
health  professions  schools,  multidisci¬ 
plinary  clinics  and  specialty  centers. 

(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  may  be 
provided  wider  Title  XIII  of  the  Act. 
Such  needs  and  circumstances  shall  be 
limited  to: 

(i)  The  needs  of  enrolled  members 
and  reasonably  anticipated  new  mem¬ 
bers  of  the  health  maintenance  orga¬ 
nization  or  proposed  health  mainte¬ 
nance  organization  for  the  health  ser¬ 
vices  proposed  to  be  provided  by  such 
organization. 

(11)  The  availability  of  such  health 
services  from  non-health  maintenance 
organization  providers  in  a  reasonable 
and  cost-effective  manner  which  is 
consistent  with  the  basic  method  of 
operation  of  the  health  maintenance 
organization  or  proposed  health  main¬ 
tenance  organization.  In  assessing  the 
availability  of  such  health  services 
from  non-health  maintenance  organi¬ 
zation  providers,  the  agency  shall  con¬ 
sider  only  whether  the  health  services 
from  such  providers: 

(A)  Would  be  available  under  a  eon- 
tract  of  at  least  five  years  duration 
with  a  non-health  maintenance  orga¬ 
nization  provider, 

(B)  Would  be  available  and  conve¬ 
niently  accessible  through  physicians 
and  other  health  professionals  associ¬ 
ated  with  the  health  maintenance  or¬ 
ganization  or  proposed  health  mainte¬ 
nance  organization.  (For  example— 
whether  physicians  associated  with 
the  health  maintenance  organization 
have  or  will  have  full  staff  privileges 
at  a  non-health  maintenance  organiza¬ 
tion  hospital); 

(C)  Would  cost  no  more  than  if  the 
health  service  were  provided  by  the 
health  maintenance  organization  or 
proposed  health  maintenance  organi¬ 
zation;  and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to 
the  health  maintenance  organization 
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or  proposed  health  maintenance  orga¬ 
nization. 

(iii)  Such  other  factors  as  the  agency 
may  propose  and  the  Secretary  may. 
in  accordance  with  paragraph  (c)  of 
this  section,  find  to  be  consistent  with 
the  purpose  of  Title  XIII  of  the  Act. 

(11)  The  special  needs  and  circum¬ 
stances  of  biomedical  and  behavioral 
research  projects  which  are  designed 
to  meet  a  national  need  and  for  which 
local  conditions  offer  special  advan¬ 
tages. 

(12)  The  contribution  of  the  project 
in  meeting  the  needs  of  minorities, 
women  and  handicapped  individuals  in 
the  health  service  area. 

(13)  In  the  case  of  a  construction 
project: 

(i)  The  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(ii)  The  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the 
person  proposing  such  construction 
project. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

(c)  Where  an  agency  proposes  under 
paragraph  (a)dOXiii)  of  this  section 
that  it  be  permitted  to  base  its  reviews 
of  health  maintenance  organizations 
on  criteria  which  consider  factors  not 
set  forth  in  paragraph  (a)(10)  of  this 
section,  it  shall  do  so  in  a  written  re¬ 
quest  to  the  Secretary,  specifying  the 
reasons  for  the  proposal.  The  Secre¬ 
tary  will  approve  the  request  if  he 
finds  the  additional  factors  to  be  con¬ 
sistent  with  the  purpose  of  Title  XIII 
of  the  Act.  Unless  the  Secretary  has 
approved  the  additional  factors,  the 
agency  shall  base  its  review  solely  on 
the  factors  set  forth  in  paragraph 

(a)(10)  of  this  section. 

§  122.413  Period  for  health  systems 
agency  review. 

Notwithstanding  any  provision  of 
any  Act  referred  to  in  §  122.403,  a 
health  systems  agency  shall  be  al¬ 
lowed  not  less  than  60  days  to  make 
the  review  required  by  that  section. 

(a)  Unless  the  appropriate  Federal 
funding  agency  or  State  program 
agency  specifies  in  writing  a  longer 
period  with  respect  to  a  program  or 
particular  proposed  use  of  Federal 
funds  covered  by  this  subpart,  the 
period  for  health  agency  review  of  any 
such  proposed  use  shall  be  60  days, 
except  that  the  health  systems  agency 
may,  at  its  option,  complete  its  review 
in  a  shorter  period. 

(b)  The  period  for  health  systems 
agency  review  shall  begin  on  the  date 
of  notification  by  the  health  systems 
agency  to  the  applicant,  the  Federal 


funding  agency  or  the  State  program 
agency,  as  the  case  may  be,  of  its  re¬ 
ceipt  of  an  application  or  summary,  in 
accordance  with  procedures  estab¬ 
lished  by  the  Federal  funding  agency 
or  State  program  agency  pursuant  to 
§122.408. 

(c)  Where  a  proposed  use  of  Federal 
funds  is  submitted  to  a  health  systems 
agency  for  its  review  less  than  60  days 
prior  to  the  end  of  the  period  of  avail¬ 
ability  of  the  funds  involved,  the  Fed¬ 
eral  funding  agency  may,  at  its  option, 
make  the  grant,  loan  or  loan  guaran¬ 
tee  or  award  the  contract  so  as  to  pre¬ 
serve  the  availability  of  the  funds. 
Any  such  grant,  loan,  loan  guarantee 
or  contract  must,  however,  be  subject 
to  the  condition  that  no  Federal  funds 
may  be  expended  until  the  applicable 
requirements  of  section  1513(e)  of  the 
Act  and  this  subpart  have  been  met. 

§  122.414  Notification  of  health  systems 
agency  approval  or  disapproval. 

Not  later  than  the  close  of  the  first 
business  day  following  the  end  of  the 
period  described  in  §  122.413  for  review 
of  a  proposed  use  of  Federal  funds, 
the  health  systems  agency  shall  pro¬ 
vide  written  notification  to  the  appli¬ 
cant,  the  appropriate  Federal  funding 
agency,  the  State  Agency,  and  (in  the 
case  of  a  proposed  use  of  Federal 
funds  from  a  State  allotment  covered 
by  §  122.403(a)(2)  the  State  program 
agency)  of  its  approval  or  disapproval 
of  the  proposed  use,  setting  forth  the 
reasons  for  such  approval  or  disap¬ 
proval. 

(a)  Mailing  of  the  required  notifica¬ 
tion  shall  be  deemed  a  provision  of  no¬ 
tification  for  purposes  of  this  section 
and  §  122.410(a)(6). 

(b)  Any  proposed  use  of  Federal 
funds  with  respect  to  which  notifica¬ 
tion  has  not  been  provided  by  the 
health  systems  agency  in  accordance 
with  this  section  shall  be  deemed  not 
to  have  been  disapproved  by  the 
health  systems  agency. 

§122.415  Consequences  of  health  systems 
agency  disapproval. 

(a)  General.  If  a  health  systems 
agency,  in  accordance  with  applicable 
provisions  of  this  subpart,  disapproves 
a  proposed  use  in  its  health  service 
area  of  Federal  funds,  the  Secretary 
may  not  make  such  Federal  funds 
available  for  such  use  until  he  has 
made,  upon  the  request  of  the  entity 
making  such  proposal,  a  review  of  the 
agency  decision. 

(b)  Procedures  for  requesting  review. 
To  be  effective,  a  request  for  review 
must  be: 

(1)  Received  by  the  Federal  funding 
agency,  in  such  form  and  manner  as 
may  be  prescribed  by  the  Federal 
funding  agency,  not  later  than  30  days 
after  the  provision  of  notice  to  the  ap¬ 
plicant  of  disapproval  of  the  proposed 
use  of  Federal  funds  by  the  health  sys¬ 


tems  agency  in  accordance  with 
§  122.414;  and 

(2)  Accompanied  by  a  justification 
for  approval  by  the  Secretary  of  the 
proposed  use  of  Federal  funds  despite 
the  health  systems  agency’s  disapprov¬ 
al,  including  detailed  responses  to  the 
reasons  given  by  the  health  systems 
agency  for  its  disapproval. 

(c)  State  Agency  comments.  In 
making  his  review  of  a  health  systems 
agency  disapproval  under  this  section, 
the  Secretary  will  give  the  appropriate 
State  Agency  30  days  in  which  to  con¬ 
sider  such  disapproval  and  to  provide 
its  comments  on  such  disapproval  to 
the  Secretary. 

(1)  To  assist  the  State  Agency  in 
considering  a  health  systems  agency 
disapproval  under  this  paragraph,  the 
Secretary  will  provide  the  State 
Agency  with  copies  of  the  request  for 
review  and  any  material  accompanying 
such  request  furnished  pursuant  to 
paragraph  (b)  of  this  section. 

(2)  To  be  considered  under  this  para¬ 
graph,  comments  by  a  State  Agency 
must  be  received  by  the  Secretary  not 
later  than  30  days  after  the  informa¬ 
tion  described  in  subparagraph  (1)  of 
this  paragraph  is  mailed  or  otherwise 
provided  to  the  State  Agency. 

(d)  Review  by  the  Secretary.  The 
Secretary,  after  taking  into  considera¬ 
tion  comments  received  from  the  State 
Agency  in  accordance  with  paragraph 

(c)  of  this  section,  may  make  such 
Federal  funds  available  for  such  use, 
notwithstanding  the  disapproval  of 
the  health  systems  agency.  Each  deci¬ 
sion  by  the  Secretary  to  make  funds 
available  despite  the  disapproval  of  a 
health  systems  agency  will  be  submit¬ 
ted  to  the  applicant  and  the  appropri¬ 
ate  health  systems  agency  and  State 
Agency,  and  will  contain  a  detailed 
statement  of  the  reasons  for  the  deci¬ 
sion.  In  reviewing  a  health  systems 
agency’s  disapproval  under  this  para¬ 
graph,  the  Secretary  will  consider  at 
least  the  following: 

(1)  Whether  the  health  systems 
agency  substantially  adhered  to  the 
applicable  review  procedures  adopted 
by  the  health  systems  agency  under 
this  subpart. 

(2)  Whether  the  proposed  use  of 
Federal  funds  is  consistent  with  the 
applicable  review  criteria  adopted  by 
the  health  systems  agency  under  this 
subpart. 

(3)  Whether  the  failure  to  make  the 
proposed  Federal  funds  available  will 
adversely  affect  the  health  of  resi¬ 
dents  of  other  health  service  areas. 

(4)  Whether  the  proposed  use  of 
Federal  funds  meets  a  national  or  re¬ 
gional  need  which  cannot  efficiently 
or  effectively  be  met  in  another  health 
service  area. 
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Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  (ADAMHA),  Federal  grants 
subject  to  review  and  approval  or 
disapproval 


Cata-  Subject  to 

log  Name  of  program  review  by— 

No.  - 

HSA  SHCC 

13.235  Drug  abuse  community  service  X 
programs. 

13.237  Mental  health— hospital  lm-  X 

provement  grants. 

13.238  Mental  health-hospital  staff  X 

development  grants. 

13.240  Community  mental  health  X 
centers— staffing  and  con¬ 
struction. 

13.242  Mental  health  research  grants.  X 
13.244  Mental  health  clinical  or  serv-  X 
Ice-related  training  grants. 

13.251  Alcohol  community  service  X 

programs. 

13.252  Alcohol  demonstration  pro-  X 

grams. 

13.254  Drug  abuse  demonstration  pro-  X 
grams. 

13.257  Alcohol  formula  grants  (State  ...........  X 

plan  and  application  for  al¬ 
lotment  grants). 

Alcohol  formula  grants  (pro-  X 
jects  funded  under  allot¬ 
ments). 

13.259  Mental  health— children’s  ser-  X 
vices. 

13.269  Drug  abuse  prevention  formu-  X 
la  grants  (projects  funded 
under  allotments). 

13.273  Alcohol  research  programs -  X 

13.274  Alcohol  clinical  or  service-re-  X 

la  ted  training  programs. 

13.275  Drug  abuse  education  pro-  X 

grams. 

13.279  Drug  abuse  research  programs.  X 

13.280  Drug  abuse  clinical  or  service-  X 

related  training  programs. 

13.290  8pecial  alcoholism  projects  to  X 
implement  the  Uniform  Act. 

13.295  Community  mental  health  X 
centers— comprehensive  ser¬ 
vices  support. 

State  plan  required  by  sec.  X 

237 — CMHC  Act. 


Notes 

Federal  grants  subject  to  review  and  comment  by 
request  of  the  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration  (ADAMHA). 

Secs.  1513(e)  and  1524(cX6)  of  the  PHS  Act  refer 
specifically  to  Federal  funds  appropriated  under 
the  Public  Health  Service  Act,  the  Community 
Health  Center  Act  or  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention,  Treatment,  and 
Rehabilitation  Act  of  1970.  Sec.  1513(e)  also  in¬ 
cludes  secs.  409  and  410  of  the  Drug  Abuse  Office 
and  Treatment  Act  as  the  result  of  the  1976  amend 
ments  to  the  act.  The  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration,  has  requested  the 
following  Federal  health  program,  not  subject  to 
review  under  secs.  1513(e)  and  1524(cX6),  be  subject 
to  review  and  comment. 


Cata-  Subject  to 

log  Name  of  program  review  by— 

No.  - 

HSA  SHCC 

13.269  Drug  abuse  prevention  formu- . X 

la  grants  (State  plan  and  ap¬ 
plication  for  allotment 
grants). 


Health  Resources  Administration  (HRA), 
Federal  grants  subject  to  review  and 
approval  or  disapproval 


Subject  to 

Cata-  review  by- 

log  Name  of  program  - 

No.  HSA  SHCC 

13.298  Nurse  practitoner  training  pro-  X 
grams. 

13.305  Allied  health  professions— spe-  X 
cial  project  grants  (pt.  (a) 
only). 

13.889  Training  of  expanded  function  X 
dental  auxiliaries. 

13.369  Nursing  school  construction—  X 
assistance— loan  and  loan 
guarantees. 

13.379  Family  medicine  residency  X 
training  grants. 

13.884  Grants  for  residency  training  X 
in  general  internal  medicine 
and/or  general  pediatrics. 

13.886  Educational  programs  for  the  X 

physician’s  assistant. 

13.887  Medical  facilities  construe-  X 

tion— project  grants. 

*  State  medical  facilities  plan  _ _ X 

and  application  for  allot¬ 
ment  grants  (title  XVI,  PHS 
Act)'. 

*  Projects  funded  under  allot-  X 

ment  (title  XVI,  PHS  Act). 

*  Training  in  emergency  medi-  X 

cine. 

*  Health  professions  teaching  . . 

facilities  loans  and  loan 
guarantees  for  construction 
(title  VH,  PHS  Act). 

*  Interdisciplinary  team  training  X 

*  Bilingual  health  clinical  train-  X 

ing  centers. 

*  Grants  for  residency  training  X 

in  general  dentistry. 

*  Regional  systems  of  continu-  X 

ing  education. 

*  Medical  school  development  X 

costs  (emphasizing  family 
medicine). 

*  Area  health  education  centers  X 

(AHEC’s). 


‘The  State  medical  facilities  plan  must  be  found 
by  the  SHCC  to  be  consistent  with  the  title  XV 
State  health  plan  before  the  State  medical  facilities 
plan  can  be  approved  by  the  Secretary. 

•It  is  expected  that  OMB  numbers  will  be  as¬ 
signed  to  these  programs  in  future  Issues  of  the 
Catalog  of  Federal  Domestic  Assistance. 

Notes 

Federal  grants  subject  to  review  and  approval  or 
disapproval  by  request  of  the  Health  Resources  Ad¬ 
ministration  (HRA). 

Secs.  1513(e)  and  1524(cX6)  of  the  PHS  Act  refer 
specifically  to  Federal  funds  appropriated  under 
the  Public  Health  Service  Act,  the  Community 
Mental  Health  Centers  Act,  or  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism,  Prevention,  Treat¬ 
ment,  and  Rehabilitation  Act  of  1970.  Sec.  1513(e) 
also  includes  secs.  409  and  410  of  the  Drug  Abuse 
Office  and  Treatment  Act,  as  the  result  of  the  1976 
amendments  to  that  act.  The  Health  Resources  Ad¬ 
ministration  has  requested  the  following  Federal 
health  programs,  not  subject  to  review  under  secs. 
1513(e)  and  1524(cX6),  be  subject  to  review  and  ap¬ 
proval  or  disapproval. 


Cata-  Subject  to 

log  Name  of  program  review  by— 

No.  _ 

HSA  SHCC 
120  20 


13.369  Nursing  school  construction  X 
assistance— direct  grants. 

13.384  Health  professions  startup  as-  X 
sis  tan  ce. 

*  Regional  health  professions  X 
schools. 


Cata-  Subject  to 

log  Name  of  program  review  by— 

No.  - 

HSA  SHCC 
120  20 


*  Health  professions  teaching  X 
facilities  grants  for  construc¬ 
tion  (title  VII,  PHS  Act), 

•It  is  expected  that  OMB  numbers  will  be  as¬ 
signed  to  these  programs  in  future  issues  of  the 
Catalog  of  Federal  Domestic  Assistance. 

Health  Services  Administration  (HSA), 
Federal  grants  subject  to  review  and 
approval  or  disapproval 


Cata-  Subject  to 

log  Name  of  program  review  by— 

No.  - 1 

HSA  SHCC 

13.210  Comprehensive  public  health  . . X 

services— formula  grants 
(State  plan  and  application 
for  allotment  grants). 

Comprehensive  public  health  X 
services  (projects  funded 
under  allotments). 

13.217  Family  planning  projects ..........  X 

13.224  Community  health  centers  (in-  X 
eludes  rural  health  initia¬ 
tives  and  urban  health  initia¬ 
tives). 

13.246  Migrant  health  grants .  X 

13.256  Health  maintenance  organize-  X 
tion  development. 

13.258  National  health  service  corps*..  X 

13.260  Family  planning  services—  X 
training  grants  and  contracts. 

13.284  Emergency  medical  services —  X 

13.292  Sudden  infant  death  syndrome  X 
information  and  counseling 
program. 

13.296  Comprehensive  hemophilia  di-  X 
agnostic  and  treatment  cen¬ 
ters. 

13.882  Hypertension  program  (State  ...........  X 

plan  and  application  for  al¬ 
lotment  grants). 

Hypertension  programs  (pro-  X 
jects  funded  under  allot¬ 
ments). 

•  Genetic  disease  counseling  and  X 
education. 


*It  should  be  noted  that  while  this  program  is  au¬ 
thorized  by  sec.  333  of  the  PHS  Act  and  would, 
therefore,  be  subject  to  HSA  review  and  approval 
or  disapproval,  legislation  enacted  subsequently  to 
Public  Law  93-641  states  that  HSA’s  shall  have  the 
opportunity  to  review  and  comment  on  such  appli¬ 
cations.  However,  the  Bureau  of  Community 
Health  Services  has  requested  that  HSA’s  review 
and  approve  or  disapprove  such  applications. 

•It  is  expected  that  OMB  numbers  will  be  as¬ 
signed  to  these  programs  in  future  issues  of  the 
Catalog  of  Federal  Domestic  Assistance. 


Notes 

Federal  grants  subject  to  review  and  approval  or 
disapproval  by  request  of  the  Health  Service  Ad¬ 
ministration  (HSA). 

Secs.  1513(e)  and  1524(cX6)  of  the  PHS  Act  refer 
specifically  to  Federal  funds  appropriated  under 
the  Public  Health  Service  Act,  the  Community 
Mental  Health  Centers  Act.  or  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism  Prevention.  Treat¬ 
ment,  and  Rehabilitation  Act  of  1970.  Sec.  1513(e) 
also  Includes  secs.  409  and  410  of  the  Drug  Abuse 
Office  and  Treatment  Act,  as  a  result  of  the  1976 
amendments  to  that  act.  The  Bureau  of  Communi¬ 
ty  Health  Services  in  Health  Services  Administra¬ 
tion  has  requested  the  following  Federal  health 
programs,  not  subject  to  review  under  secs.  1513(e) 
and  1524(cX6).  be  subject  to  review  and  approval  or 
disapproval. 


FEDERAL  REGISTER,  VOL.  43  NO.  90— TUESDAY,  MAY  9,  1978 


PROPOSED  RULES 


19997 


Cate-  Subject  to 

log  Name  of  program  review  by— 

No.  - 

HSA  SHCC 

13.211  Crippled  children’s  services . X 

(State  plan  and  application 
for  allotment  grants). 

13.232  Maternal  and  child  health  ser- . X 

vices  (State  plan  and  applica¬ 
tions  for  allotment  grants. 

Maternal  and  Infant  projects....  X 
Children  and  youth  projects .  X 


23.004  Appalachian  health  demon-  X 
straitens. 

13.766  Health  underserved  rural  X 
areas. 

13.888  Home  health  services  grant  X 
program. 

National  Institutes  of  Health  (NIH), 
Federal  grants  subject  to  review  and 
approval  or  disapproval 


Cata-  Subject  to 

log  Name  of  program  review  by— 

No.  — - — 

HSA  SHCC 

13.392  Cancer-construction .  X 

13.397  Cancer  centers  support ...... ........  X 

13.399  Cancer  control .  X 


Heart  and  lung  national  re-  X 
search  and  demonstration 
centers  support. 


Cata¬ 
log  Name  of  program 

No. 

Subject  to 
review  by— 

HSA  SHCC 

•  Heart  and  lung  control . 

X 

•It  is  expected  that  OMB  numbers  will  be  as¬ 
signed  to  these  programs  in  future  issues  of  the 
Catalog  of  Federal  Domestic  Assistance. 

Center  for  Disease  Control  (CDC). 
Federal  grants  subject  to  review  and 
approval  or  disapproval 

Cata 

log  Name  of  program 

No. 

Subject  to 
review  by— 

HSA  SHCC 

X 

13.268  Disease  control— project  grants 
13.283  Center  for  disease  control— in¬ 
vestigation.  surveillance,  and 
technical  assistance  (only 
those  programs  which  are 
funded  in  whole  or  in  part 
under  authority  of  the 
public  Health  Service  Act  are 
subject  to  review). 

*  Health  information  and  health 

promotion  ’. 

X 

X 

’Administered  by  the  Office  of  Health  Informa¬ 
tion  and  Promotion,  Office  of  the  Assistant  Secre¬ 
tary  for  Health  during  fiscal  year  1978. 

•It  is  expected  that  OMB  numbers  will  be  as¬ 
signed  to  these  programs  in  future  issues  of  the 
Catalog  of  Federal  Domestic  Assistance. 


Notes 

Federal  grants  subject  to  review  and  comment  by 
request  of  the  Center  for  Disease  Control  (CDC). 

Secs.  1513(e)  and  1524(c)(6)  of  the  PHS  Act  refer 
specifically  to  Federal  funds  appropriated  under 
the  Public  Health  Service  Act,  the  Community 
Mental  Health  Centers  Act.  or  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism  Prevention,  Treat¬ 
ment.  and  Rehabilitation  Act  of  1970.  Sec.  1513(e) 
also  includes  secs.  409  and  410  of  the  Drug  Abuse 
Office  and  Treatment  Act,  as  the  result  of  the  1976 
amendments  to  that  act.  The  Center  for  Disease 
Control  has  requested  the  following  program,  not 
subject  to  review  under  secs.  1513(e)  and  1524(c)(6), 
be  subject  to  HSA  review  and  comment. 


Cate- 

Subject  to 

log 

Name  of  program 

review  by— 

No. 

• 

HSA  SHCC 

13.266  Childhood  lead  based 

paint  X 

poisoning  control. 

[FR  Doc.  78-11970  Filed  5-8-78;  8:45  am] 
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30-year  Reference  Volumes 
Consolidated  Indexes  and  Tables 


Presidential  Proclamations  and  Executive  Orders 


Consolidated  subject  indexes  and  tabular  finding  aids  to  Presidential  proclamations, 
Executive  orders,  and  certain  other  Presidential  documents  promulgated  during  a 
30-year  period  (1936-1965)  are  now  available  in  two  separately  bound  volumes, 
published  under  Title  3  of  the  Code  of  Federal  Regulations,  priced  as  follows: 


Title  3,  1936-1965  Consolidated  Indexes _ $3.  50 

Title  3,  1936-1965  Consolidated  Tables _ $5.  25 


Compiled  by  Office  of  the  Federal  Register,  National  Archives  and  Records  Service,  General 

Services  Administration 


Order  from  Superintendent  of  Documents,  U.S.  Government  Printing  Office 
Washington,  D.C.  20402 


